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Mr. ChristopherJensen
IIrector, HealthSciences
ShakleeTcchnica
ShakleeTerraces
444 MarketStreet
SanFrancisco,California94111-5325

DearMr.Jensen

. This is in responseto yourletterof December19,1996 totheFood andDrug
AdminMration(FDA)pursuantto section403(r)(6)of theFederalF@ Drug,$md-.
CosmeticAct (theact). Yoursubmissionstatesthatyou aremakingthefollowing
statementfor yourpmduc~PremiumGarlic.

A varietyof studieshaveshownthatdailyintakeof garlicmayhelplowerblood
cholesterollevels.

Thisclaimdoesnotcome withinthecoverageof section403(r)(6)of theact. Wewould
pointoutthatsection403(r)(6)of theactxnskesclearthata statementincludedinlabeling
undertheauthorityof thatsectionmaynotcIairnto diagno~ mitigate,~ cure,or
preventa specificdiseaseor classof&eases. The statementthatyou aremakingfor this
productsuggeststhatit is intendedto prevcngtmazor mitigateheartdisease,inthatit
claimsthat“dailyintakeof garlicmayhelplowerbhod cholesterollevels.” A product
thatclaimsto lowercholestero~butis notusedinthecontextof dietmymanagementis a
drugwithinthemeaningof section201@(l)(13) of theam andis subjectto mgdation
underthedrugpmtiIons of theact If you intendto makea claimof thisnature,you
shouldcontactFDA’s Centerfor DrugEvaluationandResearch(CDER),Office of
Complian% HFD-31O,7520StandishPlace,Roclmille,Maryland20855.

Pleasecontactusif we maybe of fhrtherassistance.

Sincerelyyours,

x’+.

James Tanner,Ph.D.
Acting Director,
Division of Programs and

Etiorcement Policy
Office of Special Nutritional
Center for Food Safety

and Applied Nutrition
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OB ShaldeeTechnka
ADM8bndShddn&qmdm
ShakleeT~ Tsbphone415/9W30W
444Madcetstreet
SanRandsco,CA94111-S325

December 19, 1996

Office of Special Nutritional (HFS-450) “ “
Center for Food Safety and Applied Nutrition
Food and Drug Administration
200 C Street, S.W.
Washington, DC 20204

Re: $ection 403{r) (6) Notification.

Dear Sir/Madam:

In accordance with the requirements
the Federal Food, Drug and Cosmetic Act,
notifies FDA that it has begun using the

of section 403(r)(6) of
Shaklee corporation
following statements:

A variety of studies have showp that daily
intake of garlic may help lower blood
cholesterol levels. Used daily, important
~hvtochemicals in Shaklee Premium Garlic may
hip maintain a healthy cardiovascular -
system.

which contains the statutory statement, on the following product:

Premium Garlic

I certify that the foregoing is complete and accurate, and
that Shaklee Corporation has substantiation that the statements
are truthful and not misleading.

Very truly yours,

Christopher Jensen, MS, RD
Director, Health Sciences
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Page2- Mr. GristophcrJcnsen
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Copies:
FDA Centerfor DrugEvaluationandResearchOffice of Compliance,HFD-300
FDA SanFranciscoDistrictOffice, Mice of Compliance,HFR-PAIOO
FDA Oflice of theAssociateCommiss.onerfor RegulatoryA&airs,Office of
EnforcementHFC-200
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